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CLAIMS 21.28-35.41-43 AND 46 ARE PRESENTED FOR EXAMINATION 

* 

Applicant's amendment and Information Disclosure Statement filed October 3, 2006 
have been received and entered into the application. As reflected by the attached, completed 
copies of form PTO/SB/08, (2 sheets), the cited references have been considered. 

In view of Applicant's remarks and amendments, all issues raised in the previous Office 
action have been overcome and are here withdrawn . 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 21,28-35,41-43 and 46 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement to the extent that the claims are directed to 
the prevention of a bone fracture. The claims contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

Burden on the Examiner for Making a Rejection Under 35 US. C § 112 First 

Paragraph 

■ 

As set forth in In re Marzocchi, 169 USPQ 367, 370 (CCPA 1971): 

"[A] [specification disclosure which contains teaching of manner and process of making 
and using the invention in terms corresponding to the scope to those used in describing and 
defining subject matter sought to be patented must be taken as in compliance with enabling 
requirement of first paragraph of 35 U.S.C. 1 12 unless there is reason to doubt the objective 
truth of statements contain therein which must be relied on for enabling support, assuming that 
sufficient reason for such doubt exists, a rejection for failure to teach how to make and/or use 
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will be proper on that basis, such a rejection can be overcome by suitable proofs indicating that 
teaching contained in specification is truly enabling." (emphasis added). 

Here, the objective truth of the statement that a bone fracture may be prevented through 
the mere administration of the claimed actives is doubted because clearly the prevention of a 
bone fracture due to causes such as trauma would not have been reasonable expected to be 
possible as it has not been shown that the claimed methods provide for bone structure that is 
impervious to any and all such forces that would cause a bone to break. 

Accordingly, the claims are deemed properly rejected. 

* 

None of the claims are currently in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Raymond J Henley III 
Primary Examiner 
Art Unit 1614 



April 2, 2007 



